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Patent Prosecution Summary 



1. 



Claims 1, 4, 8, 10-13, and 15-22 are amended. 



2. 



Claims 3, 5-7, and 9 are cancelled. 



3. 



Claims 1-2, 4, 8, 10-22 are pending. 



Claim Objections 



4. Claims 18-19 are objected to because of the following informalities: claim recites 
wherein in step (c)(ii), but should be step (c)(i). Appropriate correction is required. 



5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claim 1 1 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention . 

7. Claim 1 1 recites the limitation " wherein step (c) further comprises identifying all 
patients within said patient population that are incapable of receiving health care services that 
substantially conform to the said standardized criteria of care identified in step (b)." The 
examiner is unable to interpret how the patients are incapable of receiving standardized care. For 
examination purposes, the examiner interprets that the patients who are incapable of receiving 
said standardized care are patients who do not meet the criteria after collection of information. 



Claim Rejections - 35 USC § 112 



Claim Rejections - 35 USC §103 



8. 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 



obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

9. Claims 1-2. 11-12. 17. and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Drazen (U.S. Publication No. 2002/0120471) in view of Vonk et al. (U.S. Publication No. 
2002/0072933) and further in view of Schmidt et al. (U.S. Publication No. 2004/0088192) . 

10. As per claim 1, Drazen teaches a method of administering health care to a population of 
patients in need thereof, said method comprising the steps: 

a. identifying a patient population entitled to receive said medical care (Drazen: para. 0037); 
and b. determining a standardized criteria of care to be provided to said individuals identified in 
step (a) , the standardized criteria of care including both preventive treatment criteria of care for 
the preventive treatment of disease, and chronic disease treatment criteria of care for the 
treatment of chronic disease (Drazen: para. 0037); c. obtaining data from patients identified in 
step (a) (Drazen: para. 0036-0037) , storing such data in electronic medical records (Drazen: 
para. 0053) , and evaluating from such data: (i) whether each of said patients fits a preventive 
treatment profile indicating the need for preventive treatment (Drazen: para. 0044) ; (ii) whether 
each of said patients fits a chronic disease treatment profile indicating the need for chronic 
disease treatment (Drazen: 0043) ; and (iii) for each patient that is in need of either preventive 
treatment or chronic disease treatment, determining whether each of said patients has received 
health care services commensurate with either the preventive treatment criteria or chronic disease 
treatment criteria provided in step (b) (Drazen: para. 0055); wherein health care services 
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substantially conforming to the standardized criteria of care are provided to the patient 
population f D r azen : para. 0037). 

Drazen does not teach evaluating data for identifying those patients in need of either 
preventive treatment or chronic disease treatment who have not received health care services 
substantially conforming to said preventive treatment criteria or chronic disease treatment 
criteria identified in step (b); d. for those patients in need of preventive treatment that have not 
received health care services substantially conforming to said preventive criteria: (i) determining 
the preventive treatment services that are needed for compliance with the preventive criteria and 
scheduling the needed preventive treatment services for patient; and (ii) evaluating patient 
compliance with the preventive treatment services to determine whether the patient is in need of 
an outreach program to increase compliance with the preventive treatment, and providing such 
outreach program to the patient if the patient is in need of an outreach program . 

Vonk teaches evaluating data for identifying those patients in need of cither preventive 
treatment or chronic disease treatment who have not received health care services substantially 
conforming to said preventive treatment criteria or chronic disease treatment criteria identified in 
step (b) (Vonk: para. 0060); d. for those patients in need of preventive treatment that have not 
received health care services substantially conforming to said preventive criteria: (i) determining 
the preventive treatment services that are needed for compliance with the preventive criteria and 
scheduling the needed preventive treatment services for patient (Vonk: para. 0092-0093) ; and 
(ii) evaluating patient compliance with the preventive treatment services to determine whether 
the patient is in need of an outreach program to increase compliance with the preventive 
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treatment, and providing such outreach program to the patient if the patient is in need of an 
outreach program (Vonk: para. 0089-0090; 0097). 

One of ordinary skill in the art of health management would have found it obvious to 
update the method of administering health care to a population of patients of Drazen with the 
determination of compliance, scheduling, and outreach program for preventive treatment 
profilers as found in Vonk, in order to gain the commonly understood benefits of such 
adaptation, such as increased reliability, simplified operation, and reduced cost. All this would 
be accomplished with no unpredictable results. 

Drazen and Vonk do not teach e. for those patients in need of treatment of chronic 
disease that have not received health care services substantially conforming to said chronic 
disease treatment criteria: (T) determining the chronic disease treatment services that arc needed 
for compliance with the chronic disease criteria and scheduling the chronic disease treatment 
services for the patient, wherein scheduling for the chronic disease treatment services includes 
concurrently scheduling needed doctor's appointments with the scheduling of needed test 
procedures; f. updating the electronic medical records for each patient to reflect any of the 
preventive treatment services, chronic disease services, and outreach services rendered in steps 
(d)-(e); and g. continuously repeating steps (a)-(f) ; Repeating the steps does not change the 
invention as whole, therefore the art applied to steps (a)-(f) is also applicable to step (g). 

Schmidt teaches e. for those patients in need of treatment of chronic disease that have not 
received health care services substantially conforming to said chronic disease treatment criteria: 
(i) determining the chronic disease treatment services that are needed for compliance with the 
chronic disease criteria and scheduling the chronic disease treatment services for the patient. 
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wherein scheduling for the chronic disease treatment services includes concurrently scheduling 
needed doctor's appointments with the scheduling of needed test procedures (Schmidt: para. 
0022-0024) ; f updating the electronic medical records for each patient to reflect any of the 
preventive treatment services, chronic disease services, and outreach services rendered in steps 
(d)-(e) (Schmidt: para. 0041; para. 0032) ; and g. continuously repeating steps (a)-(f) ; 
Repeating the steps does not change the invention as whole, therefore the art applied to steps (a)- 
(f) is also applicable to step (g). 

One of ordinary skill in the art of health management would have found it obvious to 
update the method of administering health care to a population of patients of Drazen with the 
determination of compliance, scheduling, and outreach program for preventive treatment 
profilers as found in Vonk and with the determination of compliance and scheduling for chronic 
disease treatment profilers, in order to gain the commonly understood benefits of such 
adaptation, such as a comprehensive health management and reduced cost. All this would be 
accomplished with no unpredictable results. 

11. As per claim 2, the method of claim 1 is as described. Drazen and Schmidt do not teach 
wherein in step (b), said standardized criteria of care substantially conforms to criteria 
established by the National Committee for Quality Assurance. 

Vonk teaches wherein in step (b), said standardized criteria of care substantially 
conforms to criteria established by the National Committee for Quality Assurance (V onk: para. 
0093). 

The motivation to combine the teachings is the same as 1 . 
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12. As per claim 1 1, the method of claim 1 is as described. Drazen and Schmidt do not teach 
wherein step (c) further comprises identifying all patients within said patient population that are 
incapable of receiving health care services that substantially conform to the said standardized 
criteria of care identified in step (b). 

Vonk teaches wherein step (c) further comprises identifying all patients within said 
patient population that are incapable of receiving health care services that substantially conform 
to the said standardized criteria of care identified in step (b) (Vonk: para. 0060). 

The motivation to combine the teachings is the same as claim 1 . 

13. As per claim 12, the method of claim 1 is as described. Drazen and Schmidt do not 
teach wherein in step (c), said step further comprises identifying all patients within said patient 
population who refuse to receive the preventive treatment services that arc needed for 
compliance with the preventive treatment criteria, and wherein in step (jQ said step further 
comprises generating an electronic medical record evidencing those individuals identified in step 
(dXii) who have refused to receive said services. 

Vonk teaches wherein in step (c), said step further comprises identifying all patients 
within said patient population who refuse to receive the preventive treatment services that are 
needed for compliance with the preventive treatment criteria, and wherein in step (f) said step 
further comprises generating an electronic medical record evidencing those individuals identified 
in step (d)(ii) who have refused to receive said services (Vonk: para. 0060). 

The motivation to combine the teachings is the same as claim 1 . 

14. As per claim 17, the method of claim 1 is as described. Drazen and Schmidt do not teach 
- reviewing said data to identify those individuals who: 1. have received said preventative 



Application/Control Number: 10/679,178 Page 8 

Art Unit: 3626 

treatment services identified in step (d)(i) ; 2. are inappropriate candidates to receive said 
preventative treatment services identified in step (d)(1); 3. have refused said preventative 
treatment services identified in step (d)(T) ; and 4. those individuals who have not received such 
medical services and are eligible to receive such services; -contacting those individuals identified 
in step (d)(ii)(4) to arrange to render said preventive treatment services identified in step (d)(T) ; 
and -documenting said contacting . 

Vonk teaches - reviewing said data to identify those individuals who: 1. have received 
said preventative treatment services identified in step (d)(i) (Vonk: para. 0060); 2. are 
inappropriate candidates to receive said preventative treatment services identified in step (d)(i) 
(Vonk: para. 0060); 3. have refused said preventative treatment services identified in step (d)(i) 
(Vonk: para. 0060); and 4. those individuals who have not received such medical services and 
are eligible to receive such services (Vonk: para. 0060); -contacting those individuals identified 
in step (d)(ii)(4) to arrange to render said preventive treatment services identified in step (d)(i) 
(Vonk: para. 0063); and -documenting said contacting (Vonk: para. 0063). 

The motivation to combine the teachings is the same as claim 1 . 
15. As per claim 21, the method of claim 1 is as described. Drazen and Schmidt do not teach 
-reviewing said data to identify those individuals who: 1. have received said chronic disease 
treatment services identified in step (e)(i) ; 2. are inappropriate candidates to receive said 
treatment identified in step (e)(i) ; 3. have refused said treatment identified in step (e)(i) ; and 4. 
those individuals who have not received such chronic disease treatment services and are eligible 
to receive such services; -contacting those individuals identified in step (e)(i)(4) to arrange to 



Application/Control Number: 10/679,178 Page 9 

Art Unit: 3626 

render said treatment identified in step (e); and -documenting said contacting . Please see 
remarks of claim 17. 

Vonk does not explicitly teach a method of reviewing data to identify individuals who 
pertain to the steps relating to chronic disease. However, Vonk discloses a method to identify 
individuals who have received treatment services, are inappropriate candidates to receive 
treatment, have refused treatment, and who have not received treatment but are eligible that can 
be applied to a variety of industries, regardless of the intended field of use of the method. The 
method being adapted to chronic is irrelevant since the intended use does not change the overall 
functionality of the system. The intended use must result in a manipulative difference as 
compared to the prior art. See In re Casey, 152 USPQ 235 (CCPA 1967) and In re Otto, 136 
USPQ 458, 459 (CCPA 1963). Therefore, it would have been obvious, at the time of the 
invention, to one of ordinary skill in the art to use the Vonk method at a healthcare 
administration technique to a population of patients because Vonk's method is designed to be 
used in a management field regardless of the intended use. 

The motivation to combine the teachings is the same as claim 1 . 

16. Claims 4, 8. 10. 13-16, 18-20, and 22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Drazen (U.S. Publication No. 2002/0120471) in view of Vonk et al. (U.S. 
Publication No. 2002/0072933) and further in view of Schmidt et al. (U.S. Publication No. 
2004/0088192) and Reference U (Form '892) . 

17. As per claim 4, the method of claim 1 is as described. Drazen, Vonk, and Schmidt do not 
teach wherein said preventive services comprises health care services selected from the group 
consisting of childhood immunizations, breast cancer screening and cervical cancer screening. 
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Reference U teaches wherein said preventive care services comprises health care services 
selected from the group consisting of childhood immunizations, breast cancer screening and 
cervical cancer screening (U: p. 4-9). 

One of ordinary skill in the art would have found it obvious at the time of the invention to 
combine the teachings of Drazen, Vonk, Schmidt, and Reference U with the motivation to help 
catch disease early by having annual physical exams based on guidelines of published 
recommendations (U: p. 2). 

18. As per claim 8, the method of claim 1 is as described. Drazen, Vonk, and Schmidt do not 
teach wherein said step (f) is repeated on at least an annual basis. 

Reference U teaches wherein said step (f) is repeated on at least an annual basis (U: p. 1, 
6; what is a health maintenance exam?). 

The motivation to combine the teachings is the same as claim 4. 

19. As per claim 10, the method of claim 1 is as described. Drazen, Vonk, and Schmidt do 
not teach wherein said chronic disease treatment is for the treatment of a chronic disease that is 
selected from the group consisting of cardio vascular disease, diabetes and asthma. 

Reference U teaches wherein said chronic disease treatment is for the treatment of a 
chronic disease that is selected from the group consisting of cardio vascular disease, diabetes and 
asthma (U: p. 10). 

The motivation to combine the teachings is the same as claim 4. 

20. As per claim 13, the method of claim 1 is as described. Drazen, Vonk, and Schmidt do 
not teach wherein in step (d), said preventive treatment services are rendered in an office of a 
primary care physician during a pre-determined time frame. 
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Reference U teaches wherein in step (d), said preventive treatment services are rendered 
in an office of a primary care physician during a pre-determined time frame (U: p. 2). 

The motivation to combine the teachings is the same as claim 4. 

21 . As per claim 14, the method of claim 1 is as described. Drazen, Vonk, and Schmidt do 
not teach wherein said pre-determined time frame comprises a daily allotment of time extending 
from six A.M. to noon. 

Reference U teaches wherein said pre-determined time frame comprises a daily allotment 
of time extending from six A.M. to noon (U: p. 2). 

Therefore it would have been obvious to try by one of ordinary skill in the art at the time 
of the invention was made to have an allotment time of six A.M. to noon and incorporate it into 
scheduling services since there are a finite number of identified, predictable potential solutions 
(i.e. allotment of time) to the recognized need (scheduling) and one of ordinary skill in the art 
could have pursued the known potential solutions with a reasonable expectation of success. 

22. For claims 15-16, please see citations, remarks, and motivations of claims 13-14, 
respectively. 

23. As per claim 18, the method of claim 17 is as described. Drazen, Vonk, and Schmidt do 
not teach the preventative treatment services comprise childhood immunizations; and wherein in 
step(c)(ii), the patients that fit the preventive treatment profile , comprise children two years of 
age or younger; and wherein in step (c), said data is obtained from the parents or guardians of 
such children ages two or under; and wherein step (d)(ii) comprises contacting said parents or 
guardians of said children ages two or younger to arrange for said childhood immunizations. 
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Reference U teaches the preventative treatment services comprise childhood 
immunizations (U: p. 5); and wherein in step(c)(ii), the patients that fit the preventive treatment 
profile , comprise children two years of age or younger (U: p. 5); and wherein in step (c), said 
data is obtained from the parents or guardians of such children ages two or under (U: p. 5); and 
wherein step (d)(ii) comprises contacting said parents or guardians of said children ages two or 
younger to arrange for said childhood immunizations (U: p. 5). 

The motivation to combine the teachings is the same as claim 4. 

24. As per claim 19, the method of claim 17 is as described. Drazen, Vonk, and Schmidt do 
not teach the preventative treatment services comprise breast cancer screening and wherein in 
step (c)(ii) the patients that fit the preventive treatment profile comprise females between the 
ages of 50-69. 

Reference U teaches the preventative treatment services comprise breast cancer screening 
and wherein in step (c)(ii) the patients that fit the preventive treatment profile comprise females 
between the ages of 50-69 (U: p. 7). 

The motivation to combine the teachings is the same as claim 4. 

25. As per claim 20, the method of claim 17 is as described. Drazen, Vonk, and Schmidt do 
not teach the preventative treatment service comprise cervical cancer screening and wherein in 
step (c)(ii) the patients that fit the preventive treatment profile comprise females between the 
ages of 18-64. 

Reference U teaches the preventative treatment service comprise cervical cancer 
screening and wherein in step (c)(ii) the patients that fit the preventive treatment profile comprise 
females between the ages of 18-64 (U: p. 7). 
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The motivation to combine the teachings is the same as claim 4. 

26. As per claim 22, the method of claim 21 is as described. Drazen, Vonk, and Schmidt the 
chronic disease treatment services are to treat a chronic disease selected from the group 
consisting of cardio vascular disease, diabetes and asthma; and wherein in step (c)(ii) the patients 
that fit the chronic disease treatment profile are those who are afflicted with a chronic disease 
selected from the group consisting of cardio vascular disease, diabetes and asthma. 

Reference U teaches the chronic disease treatment services are to treat a chronic disease 
selected from the group consisting of cardio vascular disease, diabetes and asthma (U: p. 10); 
and wherein in step (c)(ii) the patients that fit the chronic disease treatment profile are those who 
are afflicted with a chronic disease selected from the group consisting of cardio vascular disease, 
diabetes and asthma (U: p. 10). 

The motivation to combine the teachings is the same as claim 4. 

Response to Arguments 

27. Applicant's arguments with respect to claims 1-2, 4, 8, and 10-22 have been considered 
but are moot in view of the new ground(s) of rejection. 

28. Applicant states that they have amended claim 1 1 to further clarify the claim to meet the 
requirements of 35 U.S.C. 1 12, second paragraph. Examiner disagrees and stands the rejection 
as stated above. 

29. Applicant argues that while Reference U suggests the scheduling of appointments by 
each individual to provide preventive care, Reference U does not teach or suggest that 
evaluations could be done on a continuous basis for a whole population of patients, because the 
intended audience of Reference U is the patients themselves. Examiner disagrees. Applicant is 
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relying on a non-committal language and the Examiner based on the broadest reasonable 
interpretation of the claim provides support as stated above. 

30. Applicant further noted that it is not clear that Reference U as cited by the examiner 
properly qualifies as prior art. Applicant further noted that Reference U reference U refers to a 
"Recommended Childhood Immunizations Schedule" for 2003. Examiner provides support for 
the date by provided an earlier version of the "Recommended Childhood Immunizations 
Schedule". 

Conclusion 

3 1 . The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

-Torma et al. (U.S. Patent No. 5,365,425) discloses a system and process in which factors 
of quality, cost, and access are integrated to provide description of the effectiveness of 
care. 

-Fey et al. (U.S. Publication No. 2002/0038227) discloses a centralized health screening 
and data management system. 

-Bocionek et al. (U.S. Publication No. 2004/0249672) discloses a preventive care health 
maintenance information system. 

-Korff, Micheal et al. Collaborative management of chronic illness. Annals of Internal 
Medicine, December 15, 1997. 127(12), pp. 1097-1102. 

32. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHEETAL R. RANGREJ whose telephone number is (571)270- 
1368. The examiner can normally be reached on M-F 8:30-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on 571-272-6776. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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SRR 

/C.Luke Gilligan/ 

Primary Examiner, Art Unit 3626 



